
BQYTE A '-A ? - A 

CQNG HOA XA HOI CHU NGHIA VI~T NAM 
Cl)C QUAN LY DUQC Dc)c l~p - TJ! do - H:;tnh phuc 

S6 A frQD-QLD Ha nqi, ngay.iAJ thanty-6 nam 2013 

QUYETD~NH 
. v e vi~c rut so dang ky ciia thuoc do nguy CO' cao hO'n IQi ich khi sir d~:~ng . 

Cl)C TRUONG Cl)C QUAN L Y DUQC . 

Can cu Lu~t Duqc ngay 14 thang 6 nam 2005; 
Can cu Nghi dinh so 63/2012/ND-CP ngay 31/8/2012 cua Chfnh phu quy 

dinh chuc nang, nhi¢m Yl;l, quy~n h(;ln va CCJ cau t6 chuc cua B<? y te; 
Can cu Quyet dinh so 53/2008/QD-BYT ngay 30/12/2008 cua B¢ tru6ng 

B<? y te quy d!nh chuc nang, nhi¢m V\}, quy~n h(;ln va CCJ cau t6 chuc cua C\}C 
Qwin ly duqc thu¢c B¢ Y te va Quyet dinh so 3106/QD-BYT ngay 29/8/2011 
cua B¢ tru6ng B¢ Y te v~ vi¢c sua d6i, b6 sung Di~u 3 Quyet dinh so 
53/2008/QD-BYT ngay 30/12/2008 cua B9 tru6ng B¢ Y te quy dinh chuc nang, 
nhi¢m Yl;l, quy~n h(;ln va CCJ cau t6 chuc cua C\}c Qulm ly duqc thu¢c B<? y te; 

Can cu Thong tu so 22/2009m-BYT ngay 24/11/2009 cua B¢ Y te quy 
dinh vi¢c dang ky thuoc; 

. Can cu ket lu~n cua H<?i D6ng xet duy¢t thuoc B¢ Y te ngay 09/05/2013 
da duqc B¢ Y te phe duy¢t v~ vi¢c rut so dang ky doi v6'i tat ca cac thuoc chua 
ho(;lt chat Tolperison duemg tiem, do nguy ca cao han lqi feb khi sl:r d\}ng; 

Xet d~ nghi cua Tru6ng phong Dang ky thuoc - C\}c Quan ly Duqc, 

QUYETD~NH 
Dieu 1. Rut so dang ky cua tat ca cac thuoc chua ho(;lt chat Tolperison 

duemg tiem ra khoi Danh ffi\}C cac thuoc duqc cap so dang ky luu hanh tren thi 
truemg Vi¢t Nam (c6 danh m\}c kern theo). 

Dieu 2. Quyet dinh nay c6 hi¢u ll.Jc k~ tu ngay ky bart hanh. 
Dieu 3. Giam doc Sb Y te cac tinh, thanh pho tn;rc thu¢c Trung uang, cac 

dan vi kinh doanh thuoc va Giam doc CCJ SCJ c6 thuoc neu t(;li Di~u 1 chiu trach 
nhi¢m thi hanh Quyet dinh nay. 

Noi nhtJ_n: 
- NhuDieu 3; 
- BT. Nguyen Thi Kim Tien (d~ b/c); 
- Q,Ic Quan Y - B¢ Qu6c phong, C~c Y te- B¢ Cong an~ 
- Cl;lc Y te Giao thong v~n tai - B¢ Giao thong v~n tai; 0 0 

- T6ng c~c Hai quan - B¢ Tai chinh; 
- Bao hi~m Xa hoi VietNam; 
- v~ PMp che, Cl;lc Quan ly Y, Duqc cd truyen, C~c Quan 
Kham, chua b~nh, Thanh tra B¢; 
- Vi~n KN thu6c TW, Vi~n KN thu6c TPO HCM; 
- T6ng Cong ty Duqc Vi~t Nam; 
- Oic Cong ty XNK Duqc phfim; TnrO'llg Quoc Cubng 
- Oic ~nh vi~n & Vi~n c6 giub'ng b~nh trl;l'c thu(>c B(> Y, te; 
-Website Cl;lc QLD, T~p chi Duqc & My phfim-Cl;lc QLD; 
- Luu: VP, QLKDD, QLCLT, PC-HN, DKT(l2)o 
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DANH MUC THUOC CO CHlrA HOAT CHAT TOLPERISON £>U'ONG TII~M RUT SO DANG KY ' 

(BAN HANH KEM THEO QUY~T D!NH so/( ~Q£>-QLD NGAY :60 . THANG. b .. NAM 2013) 
I 

TT Ten thu6c Ho~t chat 
D~ng bao Quy each 

s6 dang ky Ngay cap Cong ty Cong ty san 
ch~ dong g6i dang ky xu at 

Tolperisone 
Gedeon Gedeon 

1 Mycocalm 
Hydrochloride Dung djch Hop 5 ong X 

VN-5365-10 7/1/2010 Richter Pic. , Richter Pic., 
1 OOmg; Lidocaine tiem 1ml 

Hungary Hungary 
Hydrochloride 2,5mg 

· Tolperisone 
C6ng ty Hanall 

Petrone Dung djch Hop 10 ong X TNHH My Pharmaceutic 
2 

Injection 
Hydrochloride 

tiem 1ml 
VN-7068-08 23/10/2008 

Au A, Vi$t al Co., Ltd ., 
100mg . 

Nam Korea 

TrU'ang Qu6c CU'ang 
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